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The MAILING DA TE of this communication appear* on th* cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 2 MONTH (S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extonolww of time may ba available undar the prowialone of 37 CFR 1 .1 36(a). In no rant, however, may a reply ba timaly filed 

attar six (S) MONTHS from the malllnQ data of Ala communication. 
. it NO parted for reply la apooJflad abova, tha masditium aututory period will apply and will aroir* SIX <0) MONTHS from tha mailing data of thia communication, 
. fttlura to reply within tha get or axtandad period for reply will, by etatute. eauoa tha application to become ABANDONED (35 U.3.C. § 1 33). 

Any rapiy received by the Of/Toe later than thraa hiantha after tha mailing date of thb communication, even If tfmefy filad, may reduca any 

oarnad patent term edluetment Sea 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communlcation(s) filed on , 

2a)D This action Is FINAL. 2b)l3 This action Is nor>final. 

3) D Since this application Is In condition for allowance except for formal matters, prosecution as to tha merits la 

dosed in accordance with the practice under Ex parte Quayle, 1935 CD. 11 r 453 O.G. 213. 

Disposition of Claims 

4) [2 Claim(s) 1 snd 26-so is/are pending In the application. 

4a) Of the above clalm(s) is/are withdrawn from consideration, 

5) D Clalm(s) is/are allowed. 

6) S Claim<s) is/are rejected, 

7) D Claim(s) Is/are objected to. 

8) n Clalm(8) are subject to restriction and/or election requirement. 

Application Papers 

&)□ The specification Is objected to by the Examiner. 

10)D The drawlng(s) filed on Is/are: aO accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawlno(s) be held In abeyance. See 37 CFR 1. 95(e). 

Replacement drawing sheet(s) including the correction is required If the drawing(e) is objected to. See 37 CFR 1 . 121 (d), 
1 The oath or declaration Is objected to by the Examiner. Note the attached Office Action or form FTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment Is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All □)□ Some *<c)D NonB of: 

1 .□ Certified copies of the priority documents have been received. 
2D Certified copies of the priority documents h$ve been received in Application No. . 



3D Copies of the certified copies of the priority documents have been received In this National Stage 
application from tha International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



v 1 



Attachment^) 

1) E3 Notice Of Reference* Cited (PTO»S92) 

2) [I] Notice of Dra.ftepereon'a Patent Drawing Review (PTO-946) 

3) S Information Dledeeure Statement^) (PTO-1449 or PTO/SB/08) 

Paper No(a)/M*JI Date 9/11/03 . 



4) Q Interview Summary (PTO-4 13) 

Paper No(e)/MaJ| Date. „ . 

5) □ Notice ot Informal Potent Application (FTO-152) 

6) □ Other: 



U.S. Patent and Tradem*/* Offlot 
fTOL-320 (Rev. 7-06) 



Office Action Summary 



Part of Paper No./Mafl Date 0B2OQ6 
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Application/Control Number: 10/669,361 Page 2 

Art Unit: 1617 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described In a printed publication in this or a foreign country or In public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
States, 

Claims 1, 26, 30, 33-35, 40-45, 48, and 49 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Bemsteln (US 4250164) as evidenced by Rossomando 
(US 4179304). 

Bernstein teaches the application of glucocorticoids In commercial nail polish 
compositions far the treatment of psoriasis. Example 1 discloses a nail polish 
composition comprising Valisone lotion (betamethasone valerate in isopropyl alcohol 
and carboxy vinyl polymer) and Revlon clear naii polish. 

While the reference does not explicitly disclose the constituents of the Revlon 
nail polish, It Is viewed that the Revlon product used in the Bernstein example contains 
the nail polish ingredients of the present invention. See Rossomando, col. 1, line 67 - 
col. 2, line 6, which states, "a typical naii polish formulation as sold by Revlon, Inc., of 
New York has the following ingredients: butyl acetate, toluene, nitrocellulose, ethyl 
acetate, Isopropyl alcohol, toluenesulfonamide/ formaldehyde resin, dibutyl phthalate, 
camphor . . . and malic acid." See instant claims 33-35 and 40-45. The method of 
using the composition is taught in Examples 2-4. See instant claims 48 and 49. 

Claim Rejections - 35 USC § 103 
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Application/Control Number 10/659,361 Page 3 

Art Unit: 1617 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the Invention Is not Identically disclosed or described as set 
forth In 8sctton 1 02 of this title, If the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvbus at the time the 
invention wee made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negative by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant Is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later Invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 36-39, 46, and 47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bernstein as evidenced by Rossomando as applied to claims 
1, 26, 30, 33-35, 40-45, 48, and 49 as above, and further In view of Bohn (US 
5264206). 

Bernstein fails to teach the film-formers of instant claims 36 and 37. 

Bohn teaches nail lacquer compositions to treat mycoses of nails. The reference 
teaches that the film-forming agents of instant claim 36, which Include polyvinyl acetate, 
copolymers of vinyl acetate, acrylic acid or crotonic acid or monoalkyi maleates, etc., 
are used to make nail lacquer compositions. See col. 2, line 58 - col. 4, line 28. See 
instant claims 36 and 38. The copolymer of methyl vinyl ether and mono-n-butyl 
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maleate is especially preferred. See Instant claim 37. The copolymer of instant claim 
39 is taught In Example 2. The reference teaches that the film-formers can be mixed 
with cellulose nitrate (which Is used in the Revlon nail polish composition). See col. 4, 
lines18-23. The reference also teaches the solvents and additives commonly used In 
nail lacquer art, which Include 2-hydroxy-4-methoxybenzophenone, ammonium sulfite, 
esters and salts of thioglycolic acid, urea, allantoin, enzymes, and salicylic acid. See 
col. 4, line 50 - col. 5, line 24. See instant claims 46 and 47. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have modified the composition of Bernstein by substituting the 
nail lacquer composition with that of Bonn, as motivated by the latter reference, 
because both references are directed to nail lacquer compositions for treating antifungal 
Infections. The skilled artisan would have had a reasonable expectation of successfully 
producing an anti-psoriasis nail lacquer composition with similar effects. 

Claims 27-29, 31, 32, and 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bernstein as evidenced by Rossomando as applied to claims 
1 , 26, 30, 33-35, 40-45, 48, and 49 as above, and further In view of Fredrlksson (US 
3966924). 

Bernstein fails to teach the glucocorticoids of Instant claim 27 and the amounts of 
the active ingredient as recited by applicants. 

Fredriksson teaches composition and method for treating psoriasis by topically 
applying a composition comprising 0.01-5 % of a commercially available corticosteroid 
In a suitable vehicle. See abstract. The reference teaches using, among other 
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corticosteroids, cfobetasol propionate, desoxlmetasone, betamethasone diproplonate, 
prednisolone and derivatives, and haldnonide. See col. 1 , line 57 - col. 2, line 16. See 
instant claims 27-29, 32, and 50. While the claim limitation of claim 31 requires at least 
8 % by weight of glucocorticoid, examiner notes that differences in concentration or 
temperature will not support the patentability of subject matter encompassed by the 
prior art unless there is evidence Indicating such concentration or temperature Is critical. 
"[WJhere the general conditions of a claim are disclosed In the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation." See 
InreAlle r- 220 F.2d 454, 456, 1 05 USPQ 233, 235 (CCPA 1 955). 

It is viewed that one or ordinary skill In the art would have modified the amount of 
the glucocorticoid with the motivation to make an anti-psoriasis with Increased 
antifungal strength. It is viewed obvious that the skilled artisan would have discovered 
the optimum or workable amount of the active Ingredient by routine experimentation. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded In public policy (a policy reflected In the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longl, 759 F.2d 887, 225 
USPQ 645 (Fed. Clr. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thonngton, 
41 8 F.2d 528, 1 63 USPQ 644 (CCPA 1 969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .1 30(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 1, 26-50 are rejected under the Judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-28 of 
U.S. Patent No. 6,352,686 B2. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because both sets of claims are directed to a nail polish composition 
comprising one or more glucocorticoids, one or more physiologically tolerable solvents, 
and one or more water-insoluble film-forming agents. The present method of using the 
composition is also claimed in the patent. The glucocorticoids, solvents, film-forming 
agents, and the additives that are recited in the Instant claims are also claimed in the 
patent. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gina C. Yu whose telephone number Is 571-272-8605. 
The examiner can normally be reached on Monday through Friday, from 8:30 AM until 
6:00 PM.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenl Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Glna Yu 

Patent Examiner 




8REENIFVKDW1ANABHAN 
SUPERVISORY PATENT EXAMINER 
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